
BENJAMIN A GlLLllY NEW YORK 
COllSTm4CE A yoFEu* M*RYL*No 
CHRISTOPHER SHAYS CONNECTICUT 
ILEAN* ROS-LEHTINEN FLORIDA 
JOHN M MCHUGH kEW YORK 
STEPHEN HORN CALIFORNIA 
JOHN L MICA. FLORIDA 
THOMPiS M 04”s 111 “IAGwI* 
DAVID I.4 MclNTOSH INDIANA 
M*RK E SOVOER lNOlPiNA 
X)E ScARsoROuGH. FLORID* 
STEVEN C LATOURETTE. OHIO 
MARSH.4l.L w*w.- SANFORD SOUTH CAROLIN* 
EOE BARR. GEORGIA 
DAN Mu.EA. FLORIDI 
AS& WJrCHlNSON ARKANSAS 
LEE TERRY NEBRASKA 
JUDY EICGERT ILLlNOlS 
GREG WALDEN. OREGON 
WUG OSE. CALIFORNIA 
PNn RYIN. WISCoNSIN 
HELEN CHENOWETH IDAHO 
DAYID WTTER. LOUISI*N* 

_R .g-. 

ONE HUNDRED SIXTH CONGRESS 

Congres’s’ of the XElniteb States’ 
ZfSoue‘e of #epre$entatibeS 

COMMITTEE ON GOVEpt@$q RE’88RFfEB 28 AlO :iJ5 

2157 RAYBURN HOUSE OFFICE BUILDING 

WASHINGTON, DC 20515-6143 

HENRY’ * W*XM*N C*LIFORNI* 
RANKING MlNORlTY MEMBER 

TOM LAN*OS. C*LlFORNl* 
ROBERT E WISE .I”, WEST VIRGINI* 
WJOR R OWENS NEW YORK 
EWCPHUS TOWNS NEW YORK 
PAU E KANX)RSKI PENNS”L”*NI* 
PPITSY T MINX HIWAll 
CK-KXYN I3 M*LONEY, NEW YORK 
ELEANOR HOLMES NORTON 

DlSTRlCT OF COL”MSI.4 
CHMA FATTAH. PEYNSYL”*NI* 
txu*ti E C”MMlNGS M*RYL*ND 
OENNlS J KuclNlC” OHIO 
Rcu R fxAGoJE”lCH lLl.lNolS 
DANNY w DAWS ILLlNolS 
JOHN F TERNEY MISSPlCHUSETTS 
JIM TURNER TEXAS 
THWASH KLEN MAINE 
HAROCD E FORD. Jn TENNESSEE 
.JANlCE 0 SCH*KoWsKY ,LLlNolS 

BERNARD s*NDERS “ERMONT 
INDEPENDENT 

February 22,200O 

BY FACSIMILE 

The Honorable Jane E. Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 

Re: FDA Docket No. 99D-5424 

Dear Dr. Henney: 

I am writing to comment on and ask questions about the Foold and Drug Administration’s 
(FDA) December 22, 1999 draft “Guidance for Industry: Significant Scientific Agreement in the 
Review of Health Claims for Conventional Foods and Dietary Supplements.” 

By enacting the Nutrition Labeling and Education Act of 1990 @LEA), Dietary 
Supplement Health and Education Act of 1994 @SHEA), and the Food and Drug Modernization 
Act of 1997 (FDAMA), Congress provided that FDA encourage increased consumer access to 
new nutritional information as long as such information is truthful and adequately substantiated. 
In 1999, the United States Court of Appeals for the District of Columbia Circuit found that, 
under the First Amendment, FDA may not continue to apply the “significant scientific 
agreement” standard to ban health claims based on emerging scientific evidence where the claim 
may be stated using qualifying language and/or disclaimers to accurately reflect its supporting 
scientific substantiation (Pearson v. Shalula, 164 F.3d 650 D.C. Cir. 1999). 

However, in section II. E. of the draft guidance, FDA apparently plans to apply the 
“significant scientific agreement” standard to the overall substance-disease relationship, rather 
than to a proposed, specific health claim. The level of scientific ageement for a specific claim, 
which may include qualified language and disclaimers, is likely to be less than that required to 
prove the overall substance-disease relationship. For example, the scientific evidence needed to 
substantiate a specific health claim (e.g., “emerging research indicates that consumption of three 



servings a day of a particular food may reduce the risk of contracting a certain disease for people 
over fifty”) is likely to be less than that needed to conclusively establish the entire substance- 
disease relationship. The approach employed in the draft guidance ignores the reality that 
scientific progress establishing diet-disease relationships is incremental. Thus, applying the 
“significant scientific agreement” standard to the proposed claim, as opposed to the entire 
substance-disease relationship, properly implements the Congressional goal of providing 
increased nutritional information to the public. 

Therefore, pursuant to the Constitution and Rules X and XI of the United States House of 
Representatives, I request that you answer the following two questions. First, please explain how 
the guidance’s application of the “significant scientific agreement” standard reconciles with the 
First Amendment, NLEA, DSHEA, FDAMA, and the Pearson case. Second, will the guidance’s 
application of the “significant scientific agreement” standard allow the communication to 
consumers of properly qualified health claims (or those with disclaimers) explaining new and 
emerging scientific findings? 

Please deliver your response to the Subcommittee majority stti in B-377 Raybum House 
Office Building and the minority staff in B-350A Raybum House Office Building not later than 
noon on Friday, March 10,200O. If you have any questions about this request, please call 
Subcommittee Counsel Bill Waller on 226-2067. Thank you for your attention to this request. 

Sincerely, 

Chairman 
Subcommittee on National Economic Growth, 
Natural Resources, and Regulatory Affairs 

cc: The Honorable Dan Burton 
The Honorable Dennis Kucinich 
The Honorable Helen Chenoweth-Hage 
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